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This nwsax~gc i6 lo up&lc you 011 our discrmions with FDA rcgorrlirrg Lomorm~ PBS (olosctrorl 
hydrochloride). WC luwc previously xlolikd you orlhc Public Cili’rcar’s Pcrition la illo FDA lhl LolroIlcx 
bc witMmwt~ Dotu 11~ mrkol. WC will bc tucclir~g wilh Ulo FDA 0x1 Maday Novcmbcr 13* to rcviow 
lhc availtoblc &la 0x1 1110 safely profile o~Lolrmcx. 3%~ FDA is considcrizy firrlhcr rcaticlisns Tar 
disIribirlion of LO1rono.u. 
lhc Iepics lbr Mm&y. 

Since Public Cilticn has rrskcd Iiir rvilhdmwul or h(: prwiucl ‘lhis IYX!&Q bc 0x1~ ol 

I llavc provided PLL hlamol silo and nmilitkg oddrcss iryou would like IO tottmc~u IO tho FDA, 

Dockets Menegemertt Branch 
Food and Drug Administration 
Department of Health end Human S&n&es, Room 1-23 
12420 Parklawn Drive 
Rockville, Maryland 20857 
F&X 301 -s2743a7q 

Or yorr can e-mail the FDA at fJRdo~~~ts~OC.fda.uov 


